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DETAILED ACTION 

Claims included in the prosecution are 1-2. 

Claim Rejections - 35 USC § 112 



1. Claims 1-2 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for carbamate linkages, does not reasonably provide 
enablement for several connector molecules claimed. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 
Instant specification does not adequately disclose what the connector compounds are, 
how they are activated to connect the two compounds to produce the claimed cationic 
lipids. The examples in the specification show only carbamoyl linkages. 

2. Claims 1-2 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

A claim should be complete in itself. If applicant's intent is to represent the 
cationic lipids claimed claim 1 are of the structural formula denoted under claim 2, then 
that structure should be part of claim 1 . 'Other synthetic molecule drug delivery renders 
claim 1 indefinite since 'other* is not a positive expression. It is unclear as to whether 
'saturated' denoted in parenthesis is indeed the limitation. 
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'any other ingredient 1 in claim 2 is indefinite since as pointed out above, it is not a 
positive expression. The examiner suggests reciting specific compounds. It is unclear 
as to what applicant intends to convey by 'for activity or other technical reasons 1 . 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-2 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schneider et al (6,268,516). 

Schneider et al disclose instant cationic compounds for liposomal gene transfer 
(columns 1 and 2). 

Double Patenting 

5. Claims 1-2 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claim1-2 of copending Application No. 
10686,262. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because claims in both applications recite the same cationic 
compound and containing another ingredient added to the delivery system. In the claims 
of the copending application, compounds with some of the R1 substituents reads on 
instant compounds and therefore, instant claims anticipate the compounds in the 
copending application. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Woodward Michael can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

Gollamudi S Kishore, Ph.D 
Primary Examiner 
Art Unit 1615 

GSK 



